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510(k) Summary

In accordance with 21 CFR 807.92 the following summary of information is provided:
Date: January 19, 2012

Submitter: GE Healthcare [GE Vingmed Ultrasound AS]
Strandpromenaden 45
N-3 19 1, Horten, Norway

Primary Contact Person: Bryan Behn
Regulatory Affairs Manager
GE Healthcare
T:(4 14)72 1-42 14
F:(414)918-8275

Secondary Contact Person: Jan Tore Thollefsen
Regulatory Affairs Leader
GE Vingmed Ultrasound AS
T:(+47)3302- 1269
F:(+47)3302-1357

Device: Trade Name: Vivid E9 Diagnostic Ultrasound System

Common/Usual Name: Vivid E9

Classification Names: Class II

Product Code: Ultrasonic Pulsed Doppler Imaging System. 21CFR 892.1550 90-IY'N
Ultrasonic Pulsed Echo Imaging System, 2ICFR 892.1560, 90-IYO
Diagnostic Ultrasound Transducer, 21 CFR 892.1570, 90-ITX

Predicate Device(s): K101 149 Vivid E9 Diagnostic Ultrasound System
K102388 Vivid i / Vivid q Diagnostic Ultrasound System
K08 1921 6Tc Transducer (Vivid E9)

Device Description: GE Vivid E9 is a Track 3 diagnostic ultrasound system, which is
primarily intended for cardiac imaging and analysis, but which
also includes vascular and general radiology applications. The
Vivid E9 incorporates a variety of electronic array transducers
operating in linear, curved linear, sector/phased array or matrix
array format, including two dedicated CW transducers and
several real time 3D transducers. It consists of a mobile console
with keyboard control panel; color LCD/TFT touch panel, LCD
color video display and optional image storage and printing
devices. It provides high performance ultrasound imaging and
analysis and has comprehensive networking and DICOM
capability.
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The system level clinical applications, imaging modes and device
description remain unchanged compared to the predicate device
Vivid E9 KIO01149. This modification to the predicate device
adds additional software features and applies Real time 3D
imaging to the Transesophageal application and additionally adds
the 6VT-D 4D Transesophageal transducer.

Intended Use: GE Vivid E9 ultrasound system is a general-purpose ultrasound
system, specialized for use in cardiac imaging. It is intended for
use by, or under the direction of a qualified physician for
ultrasound imaging and analysis of Fetal; Abdominal (including
renal and GYN); Pediatric; Small Organ (breast, testes, thyroid);
Neonatal Cephalic; Adult Cephalic; Cardiac (adult and pediatric);
Peripheral Vascular (PV); Musculo-,skeletal Conventional;
Urology (including prostate), Transesophageal; Transrectal (TR);
Transvaginal (TV); and lntraoperative (abdominal, thoracic, &
vascular).

Technology: The Vivid E9 employs the same fundamental scientific
technology as its predicate devices.

Determination of Summary of Non-Clinical Tests:
Substantial Equivalence: The device has been evaluated for acoustic output safety,

measurement accuracy, biocompatibility, cleaning and
disinfection effectiveness as well as thermal, electrical,
electromagnetic, and mechanical safety, and has been found to
conform to applicable medical device safety standards. The Vivid
E9 and its applications comply with voluntary standards:

1. 1EC60601-l, Medical Electrical Equipment- Part 1: General
Requirements for Safety.
2. UL60601-l, Medical Electrical Equipment - Part 1: General
Requirements for Safety.
3. 1EC60601-1-2, Medical Electrical Equipment -Part 1-2:
General Requirements for Safety - Collateral Standard:
Electromagnetic Compatibility Requirements and Tests
4. 1EC60601-2-37, Medical Electrical Equipment -Part 2-37:
Particular Requirements for the Safety of Ultrasonic Medical
Diagnostic and Monitoring Equipment

5. NEMA UD 3, Standard for Real Time Display of Thermal and
Mechanical Acoustic Output Indices on Diagnostic Ultrasound
Equipment:

6. 1S0 10993-1, Biological evaluation of medical devices - Part 1:
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Evaluation and testing within a risk management process.
(Biocompatibility)
7. NEMA PS 3.1 - 3.20, Digital Imaging and Communications in
Medicine (DICOM) Set. (Radiology)

The following quality assurance measures were applied to the
development of the system:

0 Risk Analysis
* Usability Analysis
0 Requirement Reviews
0 Design Reviews

* Testing on unit level (Module verification)
* Integration testing (System verification)
* Final Acceptance Testing (Validation)
* Performance testing (Verification)
* Safety testing (Verification)

Summary of Clinical Tests:

The subject of this premarket submission, Vivid E9, did not

require clinical studies to support substantial equivalence.

Conclusion: GE Healthcare considers the Vivid E9 to be as safe, as effective,
and performance is substantially equivalent to the predicate
device(s).



*DEPARTMENT OF HEALTH & HUMAN SEVCSPublic Health Service

SERVICESFood and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

APR 19 2012
GE Vingmed Ultrasound AS
% Mr. Bryan Behn
Regulatory Affairs Manager'
GE H-ealthcare
GE Medical Systems Ultrasound and Primary Care Diagnostic, LLC
9900 W. Innovation Drive, RP-2138
WAUWATOSA WI 53226

Re: K120201
Trade/Device Name: Vivid E9 Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: TYN, IYO, and ITX
Dated: January 19, 2012
Received: January 23, 2012

Dear Mr. Behn:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and we have determinedf the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the Vivid E9 Diagnostic Ultrasound System, as described in your premarket
notification:

Transducer Model Number
ML6-15-D I1IL-D 6VT-D
t2S-D M4S-D 6T or 6Tc
4V-D M5S-D 9T
i031, 6S-D P2D
4C-D 3V-D P6D
9L-D EBC-D



If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulationsi Title 2 1, Parts 800 to 895. In addition, FDA may
publish further announcements concerning your device in the Federal Register.
Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The PDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.-

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http)://wwwv.fdaszov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucm 1 I 5809.htm for
the Center for Devices and Radiological Health's (CDRJ-'s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
hutp://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Joshua Nipper at
(301) 796-6524.

Sincerely YA S,

Acting Direct r
I3ivision of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health
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GE Vivid E9, January 19, 2012

5 1 0(k) Number (if known):

Device Name: Vivid E9 Diagnostic Ultrasound System

Indications for Use:

GE Vivid E9 ultrasound system is a general-purpose ultrasound system, specialized for use
in cardiac imaging. It is intended for use by, or under the direction of a qualified physician
for ultrasound imaging and analysis of Fetal; Abdominal (including renal and GYN);
Pediatric; Small Organ (breast, testes, thyroid); Neonatal Cephalic; Adult Cephalic; Cardiac
(adult and pediatric); Peripheral Vascular (PV); Musculo-skeletal Conventional; Urology
(including prostate), Transesophageal; Transrectal (TR); Transvaginal (TV); and
Jntraoperative (abdominal, thoracic, & vascular).

Prescription Use: x AND/OR Over-The-Counter Use: N/A
(Part 21 CFR 801 Subpart D) (Part 21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF
NEEDED)

Con ence of CDRH, Office of In Vitro Devices (OIVD)

(Divisio Sign-
Dlvi *o of Ra io gical Devices
* vOfffic f In Vit Diagnostic Device Evaluation and
Safety

5 1 0(k) Number 50 1
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GE Vivid E9, January 19, 2012

Diagnostic Ultrasound Indications for Use Form
GE Vivid E9 Ultrasound System

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode oftOperation _ ____ __

Clinical Application B M PW CW Color Color M Power 'ombined Harmonic Coded RT3D
Anatomy/Rlegion of Interest Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse Mode*

Ophthalmic _ _

Fetal/IObstetrics P P P P P, P P, P P P P

Abdominal"' 1  P P P p p p p p p p F,

Pediatric P p p p p, p p p p p p

Small Organ 21  P P P p P P p P P

Neonatal Cephalic P P P P, P P P p p p

Adult Cephalic P P P P P P P p p p p

Cardiac [31  P P P P P P P P P *P P

Peripheral Vascular P P P P P, P P P P P

Musculo-skeletal Conventional P P P P, P P P P p

Musculo-skeletal Superficial ___

Otherl" P P P IP P P P P P p p

Exam Type, Means oftAccess

Transesophageal P P P P P P P P P P N

Transrectal P P P P3 P P P P

Transvainal P P P P P P P P

Trans uretheral
Intraoperative 151  p P. p p p p p p p

lntraolperative Neurological ____

Intravascular

Laparoscopic
N = new indication; P = previously cleared by FDA: E = added under Appendix E- -_ _____

Notes: [1] Abdominal includes renal, GYN/Pelvic
[2] Small organ includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
[4] Other use includes Urology/Prostate
[5] lntraoperative includes abdominal, thoracic (Cardiac), and vascular (PV).

[Combined modes are B/M, B/Color M, B/PWDor CWVD, B/Color/PWD or GWVD, B/Power/PWD.
[]RT3D is Realtime 3D / 40 volume tissue scan acquisition (with or W/O color flow);

System provides real-time 3D and 4D acquisition when used with special 4D probes.

(PLEASE D0 NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PACE IF NEEDED)

Concurrence of CDRH, office of In Vitro Diagnostic Devices (OIVD)

/ Prescription User (Per 21 CFR 801.109)

Office oflIn o Dia stic Device Evaluation and Safety 1 5

61Z0Z
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Traditional 51 0(k) Premarket Notification

GE Vivid E9, January 19, 2012

biagnostic Ultrasound Indications far Use Form

GE Vivid E9 with ML116-15-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation _ _

Cliicl ppicaio B M CW Color Color M Power ombinedI Harmonic Coded RT3D
Anatomny/Region of Inerest Doppler Doppler Doppler DopeDplrModes Iaig Ple Mode'

Ophthalmic

Fetal / Obstetics

Abdominal

Pediatric [2) P P P P P P, P P P

Small Organ [1][2 P P P P P P P P P

Neonatal Cephalic P P P P P, P P P P

Adult Cephalic

Cardiac Adult

Cardiac Pediatric

Peripheral Vascula[ 21  P P P P P P P P P

Musculo-skeletal Conventional 21  P P P P P P P P P

Musculo-skeletal Superficial

Other

Exam Type. Means Of Access _ ___

Transesophageal ___ -- ____

Transrectal

Transvaginal

Transurethral

lntraoperative- - ____ -- ____

lntraoperativeNeurological ______ ______ ___ _______

Intravascular
Laparoscopic

N = new indication, P = previously cleared by FDA; E =added under Appendix E - __ -___

Notes: [11 Small organ includes breast, testes, thyroid.
[2] Needle guidance imaging

[Combined modes are B/M, B/Color M, B/PWD or CWVD, B/Color/PWVD or CWD, B/Power/PWD.
.]RT3D is Realtime 3D / 4D volume tissue scan acquisition (with or w/o color flow):

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

Di3,vision o.f A logical Devices
Office of In ViyIoDiagnostic Device Evaluation and Safet

510K KId 16
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GSE Vivid E9,.January 19,2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid E9 with 123-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

_____ - Mode of peration _ _

Clinical Application B M Pw CW Color Color M Power ombined Harmonic Coded RT3D
Anatom/i of Interest DoppMDoppler DopplopeDplr Doppler Modes* Imaging Pulse Mode'

Ophthalmic ___ -- ____

, Fetal I Obstetrics

Abdominal

Pediatric P P P p p p P P P P

Small Organ ___ ______

Neonatal Cephalic P P P P P P P P P P

Adult Cephalic ___ -- ____

Cardiaci11  P P P, P P P P P P P

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skdletal Superficial ____ -___ ___

Other

Exam Type Means of Access

Transesophageal _______

Trans rectal

Transvaginal -____

Transuretheral

lntraoperative (speciyd ___ ________

lntraoperatve Neurological ______ ___ ____

Intravascular- - - __ ____ -

Laparoscoopic
N = new indication; P = previously cleared by FDA; E =added under Appendix E -___

Notes: [1] Cardiac is Adult and Pediatric.
[*I Combined modes are B/M, B/Color M, B/PWVD, B/ColorIPWD, B/Power/PWD.

[3RT3D is Realtime 3D / 4D volume tissue scan acquisition (with or w/o color flow);

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

-Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

fficDO Vr Dagnostic Dev~ce Evafuation and Sataty

51 0KT17
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GE Vivid E9, January 19, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid 29 with 4V-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode ofOperation ______

Clinical Application Bw M W Color Color M Power omlbined Harmonic Coded RT3D
Anatomy/Rlegion of Interest Dopple ope ope Doppler Doppler Modes Imaging Pulse Mode*

Ophthalmic ___ _______

Fetal/IObstetrics P P P P P P P P P P P,

Abdominali11  P P P IP P P P P P P P

Pediatric P P P P P P, P P P - P P

Small Organ ___ ______

Neonatal Cephalic ___ ______ ____

Adult Cephalic IP P P P P IP P P P P P

Cardiac [2 P P P P P P P P P P P

Peripheral Vascular
Musculo-skeletal Conventional-

Musculo-skeletal Superficial ______ ___

OtheP P P P. P P P, P P P P P

Exam Type, Means of Access

Tran ses op hag eal

* Transrectal

Transvaginal

* Transuretheral

lntraoperative (specify) ___

lntraoperadve Neurological ___ ____

Intravascular

Laparoscopic ___ ___-___ ______ ___

N = new indication; P = previously cleared by FDA; E =added under Appendix E

Notes: [11 Abdominal includes renal, GYN/Pelvic
[21 Cardiac is Adult and Pediatric.
[3] Other use includes Urology/Prostate
[*I Combined modes are B/M, B/Color M, B/PWD, B/Color/PWDC, B/PowerIPWD.

[RT3D is Realtime 30/4D volume tissue scan acquisition (with or w/o color flow);

(PLEASE 00 NOT WRITE BELOWTHIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRII, Office of In Vitro Diagnostic Devices (OIVD)

I i A AlePrescription User (Per 21 CFR 8O1.109)

Oft n Vitro Diagnostic Device Evalueton and Safety

511K
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Traditional 51 0(k) Premarket Notification

GE Vivid E9, January 19,2012

Diagnostic Ultrasound Indications for Use Farm
GE Vivid E9 with 113L Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ___

Clinical Application B M Pw CW Color Color Mv Power ombined Harmonic Coded RT3D

AnatmyRegion of Interest Doppler Doppler Doppler Doppler Dopple oe mgn Pulse Mode'

Ophthalmic _______ - -____

Fetal I Obstetdcs ___ ___

Abdominal"' 1  P P P P P P P P

Pediatric

Small Organ (specif)

Neonatal Cephalic ___

Adult Cephalic- - - _______

Cardiac: 2 1 P

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial - - - - ___

Other (specify) __ _____ ___

Exam Type, Means of Access

Transesophapeal

Transrectal -____

Transvaginal

Trans uretlheral

Intraoperaive 31  
____ P P P P P P P

Ilntraoperative Neuralogcal

Intravascular ____

Laparascopic ________- ___

N = new indication; P = previouslyjcleared by -FDA;E =added under Appendix E

Notes: [11 Abdominal includes renal, GYN/Pelvic
[2) Cardiac is Adult and Pediatric via lntraoperative;
[3] lntraoiperative includes abdominal, thoracic, and vascular.

[Combined modes are BIM, B/Color M, BIPWD, B/ColorIPWD, BIPowerIPWD.

[)RT3D is Realtime 3D I 4D volume tissue scan acquisition (with or W/O color flow);

(PLEASE DO NOr WRITE BELOW THIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRI4, Office of In Vitro Diagnostic Devices (OIVO)

Prescription User (Per 21 CFR 801. 109)

off o'agn~suc Device Evaluation and safety

510K tc hhpf1



GE'Healthicare
Traditional 510(k) Premarket Notification
GE Vivid E9, January 19, 2012

Diagnostic Ultrasound Indications for Use Form
GE Vivid ES with 4C-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

_ Mode of peration
Clinical Application BW M CW Color Color MPower omrbined Harmonici Coded IRTSD

Anatomty/Region of Interest Doppler Doppler Doppler Doppler Doppler MdsIaigPle Md

Ophthalmic- -

FetallI bstetrics P P P ___ P P P P P P

Albdominal P p P P P P P P P

Pediatric P Po P P P P P P P

Small Organ 121  ________- ____ --

Neonatal Cephalic- ---

Adult Cephalic - -___

Cardiac ___

Peripheral Vascular P P P P P P P P P

Musculo-skeletal Conventional------------- ------------ -

Musculo-skeletal Superficial

Exam Type. Means of Access r___

Transesophageal- - - __ -___

Transrectal

Transvaginal---------------------- - ____

Transuretheral

lntraoperative (specify)--------- --------- -

1ntrapeaIve Neurological =.

Laparoscopic----------------------____ ___- ___ -___

N = new indication; P = previously cleared by FDA; E = added under Appendix E

Notes: [2] Small organ includes breast, testes, thyroid.
[4] Other use includes Urology/Prostate

[Combined modes are B/M, B/Color M, B/PWD, B/Color/PWD, B/Power/PWD.

[]RT3D is Realtime 3D I 40 volume tissue scan acquisition (with or w/o color flow);

(PLEASE 00 NOT WRITE BELOW THIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801,109)

Officae of in Vitro Oiagnosti evice Evaluation and Safety

510K- YOa 20
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Traditional 51 0(k) Premarket Notification

GE Vivid E9, January 19, 2012

Diagnostic Ultrasound Indications for Use Form
GE Vivid 59 with SL-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode ofOperation __

Clinical Application B M PW CW Color Color M Power omlbined Harmonic Coded RT3D

Anatomy/Rlegion of Interest Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse Mode*

Ophthalmic - -_______

Fetal /Obstetrics- _ __ - - -

Abdominal
Pediatric P P P IP P P P P P

SmallOrgan (2) P P P P P P P P P

Neonatal Cephalic ___

Adult Cephalic- -

Cardiac---------------------------------

Periheral Vascular P P P P P P P P P ___

Musculo-skeletal Conventional P P P P. P P P P P

Musculo-skeletal Superficial---------------------------

ExamType, Means of Access---------------- --------- -

Transesophageal-ransrectalTransv 

' 
i 

eal

Transuretheral

lntraolperafive (specify)- _ __

lintraoperative Neurological---
Intravascular

Laparoscopic -1 1. 11__ ____-____

N = new indication; P pi prviously cleared by FDA; E =added under Appendix E

Notes: [2] Small organ includes breast, testes, thyroid.
[Combined modes are BIM, B/Color M, B/PWD, B/ColorIPWD, BIPowerIPWD.

,]RT3D is Realtime 30 / 4D volume tissue scan acquisition (with or wlo color flow);

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, office of In Vitro Diagnostic Dvcs(IO

Prescription User (Per 21 CFR 801.109)

Office n trDiagnostic Deuce Evaiuation and Safety

510OK i 21
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Traditional 510(k) Premarket Notification

GE Vivid E9, January 19, 2012

Diagnostic Ultrasound indications for Use Form
GE Vivid E9 with I IL-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation_ __

Clinical Application B M Pw CW Color Color mI Power ombinedl Harmonic Coded RT3D

Anatomny/Region of Interest _ F Doppler Doppler Doppler Doppler IDopplerl Modes Imaging Pulse Mode'

Ophthalmic ____ ________ ________

Fetal I Obstetrics __ -___-

IAbdominal

Pediatric P P P P P P P P P

SmallIOrgan 2]. P P p __ P P P P P P __

Neonatal Cephalic- - ___

Adult Cephalic---

Cardiac

Peripheral Vascular P P P P P P P P P

Muscjjlo-skeletal Conventional P P P P P P P P P

Musculo-skeletal Superficial ______ - ___

Otheri4l

Exam Type, Means of Access

Transesophageal ___- --

Trans rectal

Transvaginal ____

Trans uretheral

Intraoperafvel 1  P P P ___ P P P P P P ____

intraoperafie Neurological -____________ ___

N = new indication; P =previously cleared by FDA: E =added under Appendix E

Notes: [2] Small organ includes breast, testes, thyroid.
[5] lntraoperative includes abdominal, thoracic (cardiac), and vascular (PV).

[Combined modes are B/M, BIColor M, B/PWD, BIColor/PWD, BIPowerIPWD.

[1RT3D is Realtime 3D / 4D volume tissue scan acquisition (with or w/o color flow);

(PLEASE DO NOT MEITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801. 109)

Office of In VeDigotic vice Evaluation end Safety

22
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Traditional 510(k) Premarket Notification
GE Vivid E9, January 19, 2012

Diagnostic Ultrasound Indications for Use Form
GE Vivid 29 with M4S-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

- Modeof Operation__

Clinical Application B M PW CW Color Color m Power ombineid Harmonic Coded RT3D

Anatomy/Region of Interest T M Doppler Doppler Doppler Doppler Doppler Modes IaigPle Mode*

Ophthalmic ___ -

Fetal/IObstetrics P P P p p P P P P P

Abdominal P P P P P P P P P P

Pediatric P P P P P P P P P P

Small Organ 21  
- - --

___

Neonatal Cephalic ______________

Adult Cephalic P P P P P P P P P P
Cardiac 31  P P P P P P P P P P

Peripheral Vascular ___

Musculo-skeletal Conventional

Musculo-skeletal Superficial ___

Othe rJl P P P P P P P P P

Exam Type, Means of Access __ ___ - - -

Transesophageal

Tranarectal ___ - - - --

Transvaginal

Transuretheral ___- -

lntraoperative (specfy)

lntraoperative Neurological -- - ___ ____

Intravascular

Laparoscopic- - ___--- .___

N = _new rndication;, P previously cleared by FDA; E = -added under Appendix E

Notes: [2] Small organ includes breast, testes, thyroid.

[31 Cardiac is Adult and Pediatric.
[4] Other use includes Urology/Prostate

[Combined modes are B/M, B/Color M, BIPWD, B/ColorIPWD, BIPowerIPWVD.

[1RT3D is Realtime 3D / 4D volume tissue scan acquisition (with or W/O color flow);

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVO)

Prescription User (Per 21 CFR 801.109)

IVitro Diagnostic Device Evaluauon and Safety

23



GE Healthcare
Traditional 51 0(k) Premarket Notification

GE Vivid E9, January 19,2012

Diagnostic Ultrasound Indications for Use Form
GE Vivid E9 with MSS-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follow:

Mode of Ope ration
Clinical Application B M PW CW Color Color M IPower lomnbined Harmonic Coded RT3O)

Anatomy/Rlegion of Interest Doppler Doppler Doppler Doppler IDopplerl Modes Imaging Pulse Mode*

Ophthalmic
Fetal /Obstetrics P P P P P P P P P p

AdmnlP P P P P P* P P P P

Pediatric P P P P P P P P P P

Small Organ [21- - - - - - - - - - - - - - - - - - - - - -  
- ____

Neonatal Cephalic r___&

AuieaicP P P P P P P P P P

Cardiac[ 1  P P P P P P P P P

Peripheral Vascular

Musculo-skeletal Conventional-

Musculo-skeletal Superficial _______

Otherf 1  P P P P PPP P P P

FxamType, Means of Access

NTransesophageal

Transrectal-------------------------- -----

Transvaginal ___

Transuretheral------------------------- -----

lntraoperafivel(specify ____ ___

lntraolperative Neurlogical _ __

Intravascular ___ ____

Laparoscopic _______ ___

N = - new indication; P = previously cleared by FDA; E =added under Appendix E

Notes: [2] Small organ includes breast, testes, thyroid.

[3] Cardiac is Adult and Pediatric.
[4] Other use includes Urology/Prostate

[Combined modes are 8/ M, 8/Color M, B/PWD, B/Color/PWD, B/Power/PV'D.

[]RTSD is Realtime 3D / 40 volume tissue scan acquisition (with or w/o color flow);

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devcs(ID

Prescription User (Per 21 CFR 801. 109)

Office a In Vitro Diagnostic 0 ce Evaluaon and Safety
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GE Healthcare
Traditional 510(k) Premariet Notification
GE Vivid E9, January 19,2012

Diagnostic Ultrasound Indications for Use Form
GE Vivid ES with 6S-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode ofOperatio n _ ____

Clinical Application B M PW CAW Color IColor M Power rombined Harmonic Coded RT3D

Anatormy/Region of Interest Doppler Doppler Doppler IDoppler Dopplerl Modes Imaging Pulse Mode*

Ophthalmic- -- _ ____

Fetal/IObstetrics P P P P P P P P P P

Abdominal P P P P P P P P P P

Pediatric PIPs P P P P P P P

Small Organ[Z ___

Neonatal Cephalic P P P P .P P P P P P

Adult Cephalic

Cardiac [31  P P P P P P P P P P ___

Peripheral Vascular

Musculo-skeletal Conventional ____

Musculo-skeletal Superficial ___ ___

OtiieS41

Exam Type, Means of Access

Transesophageal

Transrectal AjP
Transvaginal - - - ________

Transuretheral

lntraoperative (Spec) ___

lntraoperative Neurologca

Intravascular

Laparoscopic- ____ - - ____- ____-_________

N = new indication; P = previously cleared by FDA; E =added under Appendix E

Notes: [2] Small organ includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
[*I Combined modes are RIM, B/Color M, B/PWD, B/ColorIPWD, B/Power/PWD.

[o.] RT3D is Realtime 3D / 4D volume tissue scan acquisition (with or wlo color flow);

(PLEASE DO NOT WHITE BELOW THIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORN, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

Officea oflIn Vitro Diagnostc Device Evaluation and Safety
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*GE Healthcare
Traditional 510(k) Premarket Notification
GE Vivid E9, January 19.2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid E9 with 3V-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

____ ~Mode of Operation _ _ - -

Clinical Application B M Pw CW Color Color M Power ombined Harmonic Coded RT3D
Anatomy/Rlegion of Interest Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse Mode*

Ophthalmic __ __ __ ___

Fetal/IObstetrics P P P P P P P P P P P

Abdominal P P P P P P P P P P P.

Pediatric P P P P P P P P P P P

Small Organq I I

Neonatal Cephalic ____

Adult Cephalic P P P P P P P P P P P

Cardiad 31  P P P P P P P P P P P

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial ___ ___ ___ ___________

Otherl"] P P P P P P P P P P P

Exam Type, Means of Access

Transesophageal

Trans rectal

Transvaginal

Transuretheral

lntraolperative (specif) _______

lraoperative Neuralogcal

Laparoscooic ___- ___--.____- ____-____-

N = new indication; P = previously cleared by FDA; E =added under Appendix E
Notes: [2] Small organ includes breast, testes, thyroid.

[3] Cardiac is Adult and Pediatric.
[4] Other use includes Urology/Prostate

[Combined modes are BIM, B/Color M, B/PWD, BIColorIPWOD, BlPower/PWD.

(jRT3D is Realtime 3D / 40 volume tissue scan acquisition (with or w/o color flow);

(PLEASE DO NOT WRITE BELOW TIS LINE - CONTINUE bN ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

Office a in itro Diagnostic Device viedsaft

510K 12p i26



GE Healthcare
Traditional 510(k) Premarket Notification
GE Vivid E9, January 19,2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid ES with E8C-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation _____

Clinical Application B M w W Color Color M IPower ornbined Harmonic Coded RT3D

Anatomy! Region of Interest B M Dopplepple Doppler Doppler Doppler Modes Imaging Pulse Mode*

Ophthalmic

Fetal/IObstetrics P P P __ P P P P P

AbdominalE'l IP P P __ P P P P P

Pediatric

Small Organ (specify) ___ -- ________

Neonatal Cephalic

Adult Cephalic ____________ ___

Cardiac

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial ___ ___ -____ ___

OtherEt4  P P P, P P IP P _ P

Exam Type, Means of Access

Transesophageal

Transirectal IP P P __ P P P P ____ P _ _

Transvaginal P P P P P P P ___ P ___

Trans uretheral

lntraolperative (specify) _______ _______

lintraolperative Neurological ___ -__ _ _______ ___

Intravascular

Laparoscopic -------- _______

N = new indication;. P = previously cleared by FDA; E =added under Appendix E

Notes: [1] Abdominal includes GYN/Pelvic;
[41 Other use includes Urology/Prostate;

[Combined modes are DIM, B/Color M, B/PWD, B/Color/PWD, B/Power/PWO.

[lRT3D is Realtime 31D / 4D volume tissue scan acquisition (with or w/o color flow);

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON "~OTHER PAGE IF NEEDED)

Concurrence of CDRH, office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

4Dsion of 414col Q*'Ic.I

Offce of In Vitro Diagnostic Dvice Evalualion and Safety
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GE Healthcare
Traditional 510(k) Premarket Notification

GE Vivid E9, January 19, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid E9 with 6VT-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation _ _

Clinical Application B M PW OW Color Color M Power lombined Harmonic Coded RT3D

Anatomy/ Region of Interest Doppler Doppler Doppler Doppler Dopplerl Modes* Imaging Pulse Mode*

Ophthalmic

Fetal I Obstetrics

Abdominal

Pediatric

Small Organ (specify) _ ____ ___

Neonatal Cephalic

Adult Cephalic

Cardiac N N N N N N N N N N N

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other (specify)

Exam Type, Means of Access

Transesophageal N N N N N N N IN N N N

Trans rectal

Transvaginal ________ ___ ____

Transuretheral

lntraolperative (specify

lntraoperative Neurological ____ ________

Intravascular

Laparoscopic ________

N = new indication; P previously cleared by FDA; E added under Appendix E

Notes: [iCombined modes are B/M, B/Color IM, B/PWVD or CWD, BICoIor/PWD1 or CWVD, B/PowerIPWD.

[lRT3D is Realtime 3D / 4D volume tissue scan acquisition (With or w/o color flow);

(PLEASE DO NOT WRITE BELOWTHIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

of-Dis n gnO ci evc

Office of In '4trq Diagnostic Devicsv : Eau tcf and Safety

510K KV0 )
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GE Healthcare
Traditional 510(k) Premarket Notification

GE Vivid E9, January 19, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid E9 with 6T or BTc Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation _ __

Clinical Application Bw M W Color color m Power ombined Harmonic Coded RT3D
Anatomy/ Region of Interest Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse Mode'

0phthalmic

Fetal I Obstetrics

Abdominal

Pediatric

Small Organ (specify) ___________

Neonatal Cephalic ___ ___________

Adult Cephalic-- _______

Cardiac P P P P P P IP P P P

Peripheral Vascular

Muscufo-skeletal Conventional ____

Musculo-skeletal Superficial ___________

Other (speafy) ___--____

Exam Type, Means ofAccess ___ __________

Transesophageal IP P IP P IP IP P p Ip P __

Transrectal

Transvaginal

Transuretheral
lntraoperative spe

lntraoperative Neurological ___ _______

Intravascular

_Lapaocpc ____ ____

N = new indication; P = previously cleared by FDA; E =added under Appendix E

Notes: []Combined modes are B/M, B/Color M, B/PWVD or CVWO, 6/ColorIPWD or CWO, BlPower/PWO.

SRT3D is Realtime 3D / 4 bD volume tissue scan acquisition (with or W/O color flow);

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE [F NEEDED)

Concurrence of cDRH, Office of In Vitro Diagnostic Devices (OIVO)

Prescription User (Per 21 CFR 801.109)

O~jno oiological D

Office of In V Dagrrstc Domie Evaluation and Salety
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GE Healthcare
Traditional 510(k) Premarket Notification

GE Vivid E9, January 19,2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid E9 with 9T Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation _____ __

Clinical Application 8 M Pw OW Color Color M Power ombined Harmonic Coded RT3D
Anatomy/Peg/oh of Interest 7Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse Mode*

Ophthalmic _ _

Fetal I Obstetrics

Abdominal

Pediatric

Small 0rgan (speciy

Neonatal Celphalic ____ --

Adult Cephalic -___

Cardiac 31  P P P P P P P P P P

Penip heral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other (specify)--

Exam Type, Means of Access

Transesophageal P P P P P P P P P P _ _

Transrectal

Transvaginal

Transuretheral

lntraolperative (specify) ___ ______ ___ ___

lntraotperative Neurological ________

Intravascular

Laparoscopic ____ ___

N = new indication; P = previously cleared by FDA; E = added under Appendix E

Notes: [*] Combined modes are B/MV, B/Color M, B/PWD or OWn, B/ColorIPWVD or OWOD, B/Pbwer/PWD.
[3] Cardiac is Adult & Pediatric

[1RT3D is Realtime, 3D / 40 volume tissue scan acquisition (With or w/o color flow):

(PLEASE DO NOT MRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Off Ice of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801. 109)

0111 in vitro Digo aEvaluation and Saflety

510K /IIzoZcs(
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GE Healthcare
LI* Traditional 51 0(k) Premarket Notification

GE Vivid E9, January 19, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid ES with P2D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation __

Clinical Application B M PW OW Color Color MI Power ombined Harmonic Coded RTSD
Anatomy/Region of/Mnerest Doppler Doppler Doppler DopeDplrModes Imaging Pulse Mode'

Ophthalmic

Fetal / Obstetrics
Abdominal

Pediatric

Small Omgan (specify) ___

Neonatal Cephalic

Adult Cephalic ___ ___ _______

Cardiac 31  
_____P P.____

Peripheral Vascular ___ P P ___

Musculo-skeletal Conventional ____

Niusculo-skeletal Superficial _______

Other (specify)

Exam Type, Means Of Access ___

Transesophageal ____

Trabsrectal

Transvaginal ____

Trans uretheral

Intracoperative (specify) _______________ ___ ___

Intraoperative Neurological ____

Intravascular

LaparoscopiC ___ ____

N = new indication; P = previously cleared by FDA; E =added under Appendix En

Notes: [3] Cardiac is Adult and Pediatric.
[]RT3D is Realtime 3D0/ 4D volume tissue scan acquisition (with or w/o color flow);

(PLEASE DO NOT WRITE BELOW THIS LINE - CONT INUE ON ANOTHER PAGE IF NEEDEID)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

OtfrsofftiV Diviio S'D eviutlv
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GE Healthcare
Traditional 510(k) Premarket Notification
GE Vivid E9, January 19, 2012

Diagnostic Ultrasound Indications far Use Form

GE Vivid E9 with P6D Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation __

Clinical Application B M Pw CWN Color Color M Power ombined Harmonic Coded RT3D
Anatomy/ Region of Interest Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse Mode*

Ophthalmic ___

Fetal I Obstetrics

Abdominal

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardacj 3] ___ P P

Peripheral Vascular P PF, __

Musculo-skeletal Conventional
Musculo-skeletal Superficial _______

Other (spedfy) __ -- ___

*Exam Type, Means of Access

Transesophageal ________ ________ _______

Transrectal

Transvaginal

*Transuretheral

l ntraoperative (specify) 
_ _ 

_ _ _ ____

lntraoperative Neurooia ___ ___ ___________

Intravascular

Laparoscopic ___ ____- - ____ ___ _____________

N = new indication; P = previously cleared by FDA; E added under Appendix E- __ ___

Notes: [31 Cardiac is Adult and Pediatric.

[]RT3D is Realtime 3D / 4D volume tissue scan acquisition (with or W/O color flow);

(PLEASE DO NOT WRITE BELOW THIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801. 109)

Division of FaIB I cslO v eOffice of In Vitro Dfag&iost Devicevieds ft
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